REMARKS 

In the Final Action dated April 1, 2008, claims 1-17 are pending and under 
examination. Claims 1-8, 10 and 12-16 are rejected under 35 U.S.C. §103(a) as allegedly obvious 
over Bochan et al. {Transplant Proc 3 1 ;690-9 1 , 1 999) in view of Burt at al. {Autoimmunity Rev 
1:133-38, May 2002). Claimll is rejected under 35 U.S.C. § 103(a) as allegedly unpatentable 
over Bochan et al. in view of Burt et al., and further in view of U.S. Patent No. 6,428,782 to 
Slavin et al. Claims 9 and 17 are rejected under 35 U.S.C. §1 12, first paragraph, as allegedly 
lacking enabling support. 

This Response addresses each of the Examiner's rejections. Applicants therefore 
respectfully submit that the present application is in condition for allowance. Favorable 
consideration of all pending claims is therefore respectfully requested. 

In the first instance, the Examiner's attention is directed to the amendments to the 
claims, hi particular, claims 1 and 10 have been amended to define the method as a "method for 
preventing or otherwise reducing the risks of development" of diabetes. Support for this 
language is found in the specification, e.g., page 3, lines 27-29. Additional amendments are 
made to claims 1-3 and 6-7 to clarify the claim language. Claims 9 and 17 are canceled. No new 
matter is introduced. 

Turning to the §103(a) rejection of claims 1-8, 10 and 12-16 based on Bochan et al. in 
view of Burt et al., Applicants respectfiiUy submit that Bochan et al. disclose a method of 
reversing chemically induced diabetes in the rat by injection of HSCs infected with the adeno- 
associated virus containing the preproinsulin gene. That is, the Bochan et al. reference is directed 
to reversing diabetes using gene therapy, hi contrast, the presently claimed methods are not 
directed to restoring insulin levels or hormone replacement therapy in order to reverse induced 
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diabetes. Rather, the presently claimed methods are directed to preventing or reducing the risk 
of development of diabetes by exposing the immune system to a self-protein (proinsulin) antigen 
in such a manner to induce immune tolerance to that antigen. 

Bochan et al. do not teach or suggest preventing or reducing the risks of development 
of diabetes by an antigen-specific immune tolerance-inducing strategy. Similarly, Burt et al. also 
do not teach or suggest preventing or reducing the risks of development of diabetes. Therefore, 
Applicants respectfully submit that the combined teachings of Bochan et al. and Burt et al. do not 
render the presently claimed invention obvious. 

Applicants also wish to address the Examiner's remarks with respect to Applicants' 
previous Response. The Examiner alleges that Applicants, by citing the Burt (2004) reference 
and several other references (Exhibits 2-3 in Applicants' previous Response), admitted on record 
that the claimed method was not sufficiently tested and hence not fially enabled. Applicants 
respectfully submit that the Examiner's characterization of AppKcants' previous submission is 
entirely erroneous. Applicants' previous remarks are clearly directed to the general state of the 
prior art at the relevant time. The state of the art was such that it was not common general 
knowledge that autologous transplantation would be more effective and safer than allogeneic 
transplantation, as evidenced especially by previously submitted Exhibits 2-3. There was no 
admission anywhere that the claimed methods are not enabled by the present application. 

In view of the foregoing, the rejection of Claims 1-8, 10 and 12-16 under 35 U.S.C. 
§103 (a) as allegedly obvious over Bochan et al. in view of Burt et al. is overcome and 
withdrawal thereof is respectfully requested. 

Claim 1 1 is rejected under 35 U.S.C. § 103(a) as allegedly unpatentable over Bochan 
et al. in view of Burt et al., and fiirther in view of U.S. Patent No. 6,428,782 to Slavin et al. 
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Applicants respectfully submit that this rejection cannot stand because Claims 1-8, 10 
and 12-16 are not obvious over Bochan at al. in view of Burt et al., as discussed above. 
Therefore, the rejection of Claun 1 1 under 35 U.S.C. § 103(a) as allegedly unpatentable over 
Bochan et al. in view of Burt et al., and further in view of Slavin et al. is overcome and 
withdrawal thereof is respectfully requested. 

Claims 9 and 17 are rejected under 35 U.S.C. §112, first paragraph, as allegedly 
failing to comply with the enablement requirement. 

The rejection is moot in view of the cancellation of claims 9 and 17. Withdrawal of 
the rejection is respectfully requested. 

In view of the foregoing amendments and remarks, it is firmly believed that the 
subject application is in condition for allowance, which action is earnestly solicited. 
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